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DETAILED ACTION 
Claim Objections 

Claims 25 and 60 are objected to because of the following informalities: 
Claim 25 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claim 25 merely reiterates that the substance comprises relaxin or 
an analog or mimetic thereof and thus does not place any further limitations upon base claim 24. 

Claim 60 should depend from claim 56 instead of apparatus claim 54 and will be 
considered as such for examination purposes. Appropriate correction is required. 

Double Patenting 

Applicant is advised that should claim 23 be found allowable, claim 24 will be objected 
to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 13, 34, 61-64, 67-69 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 13, 34, and 69, use of the terminology "preferentially" renders the claim(s) 
indefinite since a broad range or limitation followed by linking terms (e.g., preferably, maybe, 
for instance, especially) and a narrow range or limitation within the broad range or limitation is 
considered indefinite since the resulting claim does not clearly set forth the metes and bounds of 
the patent protection desired. 

In claims 61-64, 67, and 68, ""the force" and "applying force" lack a prior antecedent. 

Claim Rejections - 35 USC §101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 78 is rejected under 35 U.S.C. 101 because the claimed invention is directed to 
non-statutory subject matter. Claim 78 is directed to a naturally occurring article, relaxin. It has 
been held that a thing occurring in nature, which is substantially unaltered, is not a 
"manufacture." A shrimp with the head and digestive tract removed is an example. Ex parte 
Grayson, 51 USPQ 413 (Bd. App. 1941). Statements of intended use, i.e. "for use in the 
manufacture. . . ." does not alter the article, relaxin in any way. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 56,58, 70 and 78 are rejected under 35 U.S.C. 102(b) as being clearly anticipated 
by Nicozisis et al. (Reference 15 on PTO-1449). 

Nicozisis et al disclose a method comprising the steps of administering relaxin to a living 
house, a mouse. Regarding claim 78, Nicozisis et al. disclose relaxin or an analog or mimic 
thereof Statements of intended use, i.e. "for use in the manufacture. . . ." Do not carry any 
patentable weight. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-8, 10-19, 22-29, 31 -40„57-64, 66-69, 71-75 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Nicozisis et al. 

Nicozisis et al disclose use of Relaxin to affect the dentofacial sutural tissues in mice. On 
page 198, second and third paragraphs, "If mechanical manipulation of the sutures or periodontal 
ligament is an objective. . . .Perhaps better demonstrative strains could be employed to show the 
effects of relaxin on the connective tissue of the craniofacial complex and the 
periodontium. . .relaxin 5 s effect on the rate of tooth movement may be investigated along with the 
tendency for relapse once a tooth is moved or rotated." And on page 199, fifth paragraph, "There 
appears to be a potential application for relaxin as an adjunct to orthodontic therapy. Relaxin 
affects the collagen types synthesized within the craniofacial sutures and periodontium... It 
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would also be beneficial to examine relaxin's effects on the network of elastin fibers that make 
up a small, yet important, portion of the gingival proteins" Also on page 199, sixth paragraph, 
Nicozisis et al disclose some possible applications of relaxin to include "enhancement of tooth 
movement and stability through reorganization of the PDL fibers" and "enhanced gingival 
remodeling following space closure". Therefore, based on the suggestion provided by Nicozisis 
et al, it would have been obvious to one skilled in the art at the time the invention was made to 
administer relaxin during orthodontic treatment. It is understood that orthodontic treatment 
involves applying a force to at least one tooth in order to move and/or rotate it into proper 
position. Regarding claims 8, 10, 1 1, et al. use of removable appliances, such as aligners, 
retainers and positioners, or wire and bracket appliances, in order to apply a force to a tooth and 
effect movement thereof is old and well known in the orthodontic field. 

Claims 9, 30, and 65 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nicozisis et al. as applied to claims 8, 29, and 64 above, and further in view of Kuo et al. 
(United Sates Patent No. 6,607,382). 

Kuo et al. discloses a removable orthodontic appliance that includes a reservoir for 
administering a therapeutic substance concurrently with movement of the teeth. It would have 
been obvious to use a removable orthodontic appliance that includes a reservoir as taught by Kuo 
et al. with the method of repositioning teeth and applying relaxin suggested by Nicozisis et al. in 
order to apply the relaxin concurrently with tooth repositioning. 

Claims 20, 21, 41, 42, 76, and 77 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nicozisis et al as applied to claims 1, 22, and 56 above, and further in view 
of Korostoff et al. (United Sates Patent No. 4,153,060 cited by applicant). 
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Korostoff et al. disclose applying an electric current to the periodontal tissue to enhance 
bone growth and tooth movement. It would have been obvious to apply an electric current to the 
periodontal tissue as taught by Kuo et al. with the method of repositioning teeth and applying 
relaxin suggested by Nicozisis et al. in order to further enhance bone growth and tooth 
movement. 

Claims 43-46, 48, 51-55 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kuo et al. in view of Nicozisis et al. 

It would have been obvious to one skilled in the art to use relaxin as the therapeutic agent 
with the device of Kuo et al. in order to enhance tooth movement and stability as suggested by 
Nicozisis et al. 

Claims 4347, 49, and 50 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burgio (United Sates Patent No. 6,322,360) in view of Nicozisis et al. 

It would have been obvious to one skilled in the art to use relaxin as the therapeutic agent 
with the device of Burgio in order to enhance tooth movement and stability as suggested by 
Nicozisis et al. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Todd E. Manahan whose telephone number is 703 308-2695. 
The examiner can normally be reached on Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Shaver can be reached on 703 308-2582. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Todd E. Manahan 
Primary Examiner 



T.E. Manahan 



1 April 2004 



